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animal feed; such certification or docu-
mentation is acceptable, provided that
it includes a description of the segrega-
tion procedures used, documentation
that the supplier confirms that its seg-
regation procedures are in place prior
to supplying any cattle material to the
renderer, and records of the renderer’s
periodic review of the suppliers’ certifi-
cation or other documentation; or

(B) Documentation of another meth-
od acceptable to FDA, such as third-
party certification, for verifying that
suppliers have effectively excluded cat-
tle materials prohibited in animal feed.

(ii) Comply with all applicable re-
quirements under §589.2000 regarding
animal proteins prohibited in ruminant
feed.

(d) Adulteration and misbranding. (1)
Failure of a renderer to comply with
the requirements in paragraphs (¢)(2)(i)
through (c)(2)({dii), ©)(2)(v) and
(€)(2)(vi), or (c)(3)(1) of this section will
render the animal feed or feed ingredi-
ents adulterated under section 402(a)(4)
of the Federal Food, Drug, and Cos-
metic Act (the act).

(2) Animal feed or feed ingredients
that are not in compliance with para-
graph (c)(1) of this section are adulter-
ated under section 402(a)(2), 402(a)(3), or
402(a)(b) of the act.

(3) Animal feed or feed ingredients
that are not in compliance with the la-
beling requirements of paragraph
(c)(2)(iv) of this section are misbranded
under section 403(a)(1) or 403(f) of the
act.
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(4) Failure of a renderer to comply
with the requirements in paragraph (e)
of this section will render the animal
feed or feed ingredients adulterated
under section 402(a)(4) of the act.

(e) Inspection; records retention.
Records required to be made available
for inspection and copying by the Food
and Drug Administration, as required
by this section, shall be kept for a min-
imum of 1 year.

(f) Process for designating countries. A
country seeking designation must send
a written request to the Director, Of-
fice of the Center Director, Center for
Veterinary Medicine, at the address
designated in §5.1100 of this chapter.
The request shall include information
about that country’s BSE case history,
risk factors, measures to prevent the
introduction and transmission of BSE,
and any other information relevant to
determining whether the cattle mate-
rials from the requesting country do or
do not meet the definitions set forth in
paragraph (b)(1) of this section. FDA
shall respond in writing to any such re-
quest and may impose conditions in
granting any such request. Any grant
by FDA of such a request under this
paragraph will be subject to future re-
view by FDA and may be revoked if
FDA determines that the granted re-
quest is no longer appropriate.

[73 FR 22756, Apr. 25, 2008]
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